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Conference on Quality Control in Biopharmaceutical Industry: Production of Biological
Medicinal Products and Vaccines
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8:00 — 8:30 | asnzilyu

8:30 - 8:50 | Wolla -
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8:50 - 9:10 | - YuuuvAdeUneuSHY 1-4
Part 1: Introduction
9:10 - 10:10 | - Types of biologics: rec protein, vaccine, blood products, 1
(1h) ATMPs

- Overview of production process, current production
technology
lng sa. a3, an.y5uns 15ggula
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10:10 - 10:30 | Wn¥uuseniuemnsing

10:30 - 12:00 | - Concept of quality assurance for biological products, 1
(1.5h) QRM, product lifecycle perspective, GMP
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12:00 - 13:00

ANSUUTENIUDIMITNANTIY

Part 2: Production of Drug Substance & Process Validation

13:00 - 14:30

Upstream process

(1.5h) - Cell substrate: cell characterization, expression construct
lng as.gnIws Hilous
qa10uaing
14:30 - 14:50 | WnFUUTENUDIMITIN
14:50 - 16:20 | Upstream process (8)
(1.5h) - Seed lot & cell bank system: MCB/WCB, master
seed/working seed, characterization
lag FneinsanasAnIsnavnssy
Fuil 2: 17 Snuneu 2568
9:10 - 10:10 | Upstream process (10)

(1h) - Cell-based technology: industrial scale cell culture &
fermentation, type of bioreactor, key in-process control &
process validation
log sA.ns.uE3 (Homas

Fo1uIvEgInsal
10:10 - 10:30 | WnFUUsEMUIMITIN
10:30 - 12:00 | Downstream process
(1.5h) - Cell disruption
- Tangential flow filtration: clarification and concentration
- Purification: column chromatography, column
regeneration
- Key in-process control & process validation
log sA.ns.ue3 ilaanas
qo1uIvegwInsal
12:00 - 13:00 | sinsuUsenIUeIMIsNaIiu
13:00 - 14:00 | Highlighted production process: egg-based platform

(1h) - Ege-based technology & key in-process control

lIne nensonasAanIsinaynssy
16:00 - 14:20 | WNFUUSENUDINITIN




14:20 — 16:20 | Highlighted production process: vaccine
(2h) - Inactivation for vaccine, adjuvanted bulk, key in-process
control & process validation
- Stability and storage for drug substance
lag nensanasanismavnssy
Fuil 3: 18 Tnuneu 2568
9:10 - 10:40 | Highlighted production process: antiserum & bacterial vaccine
(1.5h) - Plasma fractionation, viral clearance study
- Key in-process control & process validation
lag Fnensomnaniuaang
Part 3: Production of Drug Products & Process Validation
10:40 - 11:00 | finFuUsemuemnIg
11:00 - 12:00 | Formulation & filling, excipients, aseptic filling, key in-
(1h) process control & process validation
lng Fnensanusen Inavea lulama 9110
12:00 - 13:00 | sinsuUsenIUeImIsNaIiu
13:00 - 15:00 | Finishing, lyophilization, packaging & labeling, key in-process
(2h) control & process validation
lag Fngnsonusen lnavaa lulama 911
15:00 - 15:20 | finFudsemuemniing
15:20 - 16:20 | Stability and storage for drug products
(1h) lag Fnemsamnusvn Inavea lulama 9110
Fuil 4: 19 Tnuneu 2568
Part 4: Production Plant Design and Management
8:50 - 10:50 | Facility design (equipment and premises)
(2h) - Utility design, Equipment, HVAC
- Regulations and Recommendations for Biological Product
Manufacturing Facilities
lng an.Usenwus anasega
2ANTDNAYIENITALATIUNTITOINITUALE
dideavgduinsgruaauiinane
10:50 - 11:05 | WNFUUsENUDIMITIN
11:05 - 12:05 | Biorisk management: biosafety and biosecurity
(1h) lag FnensainasAnisindynssu




12:00 — 13:00 | WASUUSENIUBIMISNANSTU

13:00 - 14:30 | Us3818309 Disinfecting, decontamination, cleaning and a4
(1.5h) waste disposal, project management

lng Fnegnsainuseninavea lulawma 979

14:30 — 14:50 | sinSuUsEMIUeI WIS

14:50 - 15:50 | - Supply chain consideration a
(1h) - Cold chain system
- Tech transfer and scale-up
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